
75 

Centers for Medicare & Medicaid Services, HHS § 416.26 

416.45 Condition for coverage—Medical 
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416.46 Condition for coverage—Nursing serv-
ices. 
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416.48 Condition for coverage—Pharma-
ceutical services. 

416.49 Condition for coverage—Laboratory 
and radiologic services. 

Subpart D—Scope of Benefits 

416.60 General rules. 
416.61 Scope of facility services. 
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dures on an inpatient hospital basis. 

Subpart E—Payment for Facility Services 

416.120 Basis for payment. 
416.125 ASC facility services payment rate. 
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methodologies. 
416.140 Surveys. 
416.150 Beneficiary appeals. 

Subpart F—Adjustment in Payment 
Amounts for New Technology Intra-
ocular Lenses Furnished by Ambula-
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416.180 Definitions. 
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416.200 Application of the payment adjust-
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AUTHORITY: Secs. 1102 and 1871 of the Social 
Security Act (42 U.S.C. 1302 and 1395hh). 

SOURCE: 47 FR 34094, Aug. 5, 1982, unless 
otherwise noted. 

Subpart A—General Provisions 
and Definitions 

§ 416.1 Basis and scope. 
(a) Statutory basis. (1) Section 

1832(a)(2)(F)(i) of the Act provides for 
Medicare Part B coverage of facility 
services furnished in connection with 
surgical procedures specified by the 
Secretary under section 1833(i)(1) of the 
Act. 

(2) Section 1833(i)(1)(A) of the Act re-
quires the Secretary to specify the sur-
gical procedures that can be performed 
safely on an ambulatory basis in an 
ambulatory surgical center, or a hos-
pital outpatient department. 

(3) Section 1833(i) (2)(A) and (3) speci-
fy the amounts to be paid for facility 

services furnished in connection with 
the specified surgical procedures when 
they are performed, respectively, in an 
ASC, or in a hospital outpatient de-
partment. 

(b) Scope. This part sets forth— 
(1) The conditions that an ASC must 

meet in order to participate in the 
Medicare program; 

(2) The scope of covered services; and 
(3) The conditions for Medicare pay-

ment for facility services. 

[56 FR 8843, Mar. 1, 1991; 56 FR 23022, May 20, 
1991] 

§ 416.2 Definitions. 
As used in this part: 
Ambulatory surgical center or ASC 

means any distinct entity that oper-
ates exclusively for the purpose of pro-
viding surgical services to patients not 
requiring hospitalization, has an agree-
ment with CMS to participate in Medi-
care as an ASC, and meets the condi-
tions set forth in subparts B and C of 
this part. 

ASC services means facility services 
that are furnished in an ASC. 

Covered surgical procedures means 
those surgical and other medical proce-
dures that meet the criteria specified 
in § 416.65 and are published by CMS in 
the FEDERAL REGISTER. 

Facility services means services that 
are furnished in connection with cov-
ered surgical procedures performed in 
an ASC, or in a hospital on an out-
patient basis. 

[56 FR 8843, Mar. 1, 1991; 56 FR 23022, May 20, 
1991] 

Subpart B—General Conditions 
and Requirements 

§ 416.25 Basic requirements. 
Participation as an ASC is limited to 

facilities that— 
(a) Meet the definition in § 416.2; and 
(b) Have in effect an agreement ob-

tained in accordance with this subpart. 

[56 FR 8843, Mar. 1, 1991] 

§ 416.26 Qualifying for an agreement. 
(a) Deemed compliance. CMS may 

deem an ASC to be in compliance with 
any or all of the conditions set forth in 
subpart C of this part if— 
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1 For facility services furnished before July 
1987, the ASC had to agree to make no charge 
to the beneficiary, since those services were 
not subject to the part B deductible and co-
insurance provisions. 

(1) The ASC is accredited by a na-
tional accrediting body, or licensed by 
a State agency, that CMS determines 
provides reasonable assurance that the 
conditions are met; 

(2) In the case of deemed status 
through accreditation by a national ac-
crediting body, where State law re-
quires licensure, the ASC complies 
with State licensure requirements; and 

(3) The ASC authorizes the release to 
CMS, of the findings of the accredita-
tion survey. 

(b) Survey of ASCs. (1) Unless CMS 
deems the ASC to be in compliance 
with the conditions set forth in subpart 
C of this part, the State survey agency 
must survey the facility to ascertain 
compliance with those conditions, and 
report its findings to CMS. 

(2) CMS surveys deemed ASCs on a 
sample basis as part of CMS’s valida-
tion process. 

(c) Acceptance of the ASC as qualified 
to furnish ambulatory surgical services. If 
CMS determines, after reviewing the 
survey agency recommendation and 
other evidence relating to the quali-
fication of the ASC, that the facility 
meets the requirements of this part, it 
sends to the ASC— 

(1) Written notice of the determina-
tion; and 

(2) Two copies of the ASC agreement. 
(d) Filing of agreement by the ASC. If 

the ASC wishes to participate in the 
program, it must— 

(1) Have both copies of the ASC 
agreement signed by its authorized rep-
resentative; and 

(2) File them with CMS. 
(e) Acceptance by CMS. If CMS accepts 

the agreement filed by the ASC, re-
turns to the ASC one copy of the agree-
ment, with a notice of acceptance 
specifying the effective date. 

(f) Appeal rights. If CMS refuses to 
enter into an agreement or if CMS ter-
minates an agreement, the ASC is enti-
tled to a hearing in accordance with 
part 498 of this chapter. 

[56 FR 8843, Mar. 1, 1991] 

§ 416.30 Terms of agreement with 
CMS. 

As part of the agreement under 
§ 416.26 the ASC must agree to the fol-
lowing: 

(a) Compliance with coverage condi-
tions. The ASC agrees to meet the con-
ditions for coverage specified in sub-
part C of this part and to report 
promptly to CMS any failure to do so. 

(b) Limitation on charges to bene-
ficiaries. 1 The ASC agrees to charge the 
beneficiary or any other person only 
the applicable deductible and coinsur-
ance amounts for facility services for 
which the beneficiary— 

(1) Is entitled to have payment made 
on his or her behalf under this part; or 

(2) Would have been so entitled if the 
ASC had filed a request for payment in 
accordance with § 410.165 of this chap-
ter. 

(c) Refunds to beneficiaries. (1) The 
ASC agrees to refund as promptly as 
possible any money incorrectly col-
lected from beneficiaries or from some-
one on their behalf. 

(2) As used in this section, money in-
correctly collected means sums collected 
in excess of those specified in para-
graph (b) of this section. It includes 
amounts collected for a period of time 
when the beneficiary was believed not 
to be entitled to Medicare benefits if— 

(i) The beneficiary is later deter-
mined to have been entitled to Medi-
care benefits; and 

(ii) The beneficiary’s entitlement pe-
riod falls within the time the ASC’s 
agreement with CMS is in effect. 

(d) Furnishing information. The ASC 
agrees to furnish to CMS, if requested, 
information necessary to establish pay-
ment rates specified in §§ 416.120–416.130 
in the form and manner that CMS re-
quires. 

(e) Acceptance of assignment. The ASC 
agrees to accept assignment for all fa-
cility services furnished in connection 
with covered surgical procedures. For 
purposes of this section, assignment 
means an assignment under § 424.55 of 
this chapter of the right to receive pay-
ment under Medicare Part B and pay-
ment under § 424.64 of this chapter 
(when an individual dies before assign-
ing the claim). 

(f) ASCs operated by a hopsital. In an 
ASC operated by a hospital— 
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